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DETAILED ACTION 

Claims 8-18 have been withdrawn from further consideration by the 
examiner, 37 CFR 1.142(b), as being drawn to a non-elected invention. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner 
and process of making and using it, in such full, clear, concise, and exact terms as to 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the same and shall set forth the best mode contemplated by 
the inventor of carrying out his invention. 

Claims 1-7 and 19-30 are rejected under 35 U.S.C. 112, first paragraph, 
because the specification, while being enabling for using the compounds of 
formula 1 where A is phenyl, naphthyl, bensodioxon, indazol quinolin or a group 




, B is phenyl and L is(a) = -O- (where m and 1 are zero), does not reasonably 
provide enablement for using the remaining claimed compounds of formula 1 

O 
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There are many factors to be considered when determining whether there is 
sufficient evidence to support a determination that a disclosure does not satisfy 
the enablement requirement and whether any necessary experimentation is 
"undue". These factors include 1) the breadth of the claims, 2) the nature of 
the invention, 3) the state of the prior art, 4) the level of one of ordinary skill, 
5) the level of predictability in the art, 6) the amount of direction provided by 
the inventor, 7) the existence of working examples, and 8) the quantity of 
experimentation needed to make or use the invention based on the content of 
the disclosure. In re Wands, 858 F.2d 731, 737, 8 USPQ2d 1400, 1404 (Fed. 
Cir. 1988). 



All of the factors have been considered but only the most relevant will be 
discussed below. 

1) It is well established that "the scope of enablement varies inversely with the 
degree of unpredictability of the factors involved", and physiological activity is 
generally considered to be an unpredictable factor. See In re Fisher, 166 USPQ 
18, at 24 (In cases involving unpredictable factors, such as most chemical reactions 
and physiological activity, the scope of enablement obviously varies inversely with 
the degree of unpredictability of the factors involved.), Nationwide Chemical 
Corporation, et al. v. Wright, et ah, 192 USPQ 95 (one skilled in chemical and 
biological arts cannot always reasonably predict how different chemical 
compounds and elements might behave under varying circumstances), Ex parte 
Sudilovskyll USPQ2d 1702 (Appellant's invention concerns pharmaceutical 
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activity. Because there is no evidence of record of analogous activity for similar 
compounds, the art is relatively unpredictable) 2) The scope of the claims involves 
all of the thousands of compounds of the formula 




Having substituents which include all known mon or bi-cyclic heteroaryls. 
3) the state of the prior art, is that it involves screening in vitro and in vivo to 
determine which compounds exhibit the desired pharmacological activities (i.e. 
what compounds can treat which specific disease). 4) the level of one of ordinary 
skill is high. 5) the level of predictability in the art, There is no absolute 
predictability even in view of the seemingly high level of skill in the art. There is 
thus no reasonable basis for assuming that the myriad of compounds embraced by 
the claims will all share the same physiological properties since they are so 
structurally dissimilar as to be chemically non-equivalent. Note In re Surrey 151 
USPQ 724 regarding sufficiency of disclosure for a Markush group. Also see 
MPEP 2164.03 for enablement requirements in cases directed to structure- 
sensitive arts such as the pharmaceutical art. 



Application/Control Number: 10/789,446 Page 5 

Art Unit: 1625 

6) the amount of direction provided by the inventor, the Specification 
provides no guidance as to what other rings might be suitable and there is no basis 
in the prior art directed to similar compounds having the same activity as herein. 
7) the existence of working examples, the specification provides no guidance other 
than where A is phenyl, naphthyl, bensodioxon, indazol quinolin or a group of the 
formula 




, B is phenyl, L is(a) = -O- (where m and 1 are zero), as to what other rings 
might be suitable and there is no basis in the prior art directed to similar 
compounds having the same activity as herein. See pages 5 1-73 of the 
specification. The delineation between what is and what is not claimed has not 
been circumscribed. The limited data provides no clear evaluation of how the 
remaining scope, for example, with A including rings having up to 4 hetero atoms 
in any array might affect potency to a large or small degree. 8) the quantity of 
experimentation needed to make or use the invention based on the content of the 
disclosure. Thus, the specification fails to provide sufficient support necessitating 
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one of ordinary skill to perform an exhaustive search for which heterocyclic 
compounds are suitable to practice the claimed invention. 

Therefore, in view of the Wands factors and In re Fisher (CCPA 1970) 
discussed above, to practice the claimed invention herein, one of ordinary skill in 
the art would have to engage in undue experimentation to test which diseases can 
be treated by the compounds of the instant claims, with no assurance of success. 

In these claims, the numerous variables (e.g. A, B, L, Q, Rl, R2, R3, R4, R5, 
R6, R7, heterocyclic substituents etc.) and their voluminous complex meanings and 
their seemingly endless permutations and combinations and the lengthly list of 
named compounds in claim 6, make it virtually impossible to determine the full 
scope and complete meaning of the claimed subject matter. As presented having 
only 21 examples, the subject matter cannot be regarded as being a clear and 
concise description for which protection is sought 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 

Claims 1-7 and 19-30 are rejected under 35 USC 1 12, second paragraph) as 
being indefinite as to the term "metabolite" as to whether further metabolites may 
be included. It is recommended that the term be deleted. 
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No claim is allowed. 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Raymond Covington whose telephone number 
is (571) 272-0681. The examiner can normally be reached on M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Thomas McKenzie at telephone number (571) 272-0681. 

The fax phone number for the organization where this application or 
proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR 
only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR system, 
contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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